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Januw 17, 2001

WARNING LETTER

CERTIFIED MAIL

RETURN RECEIPT REQUESTED Refer to MIN 01-25

Dale Shulfer

Shulfer Dai~
~73z ~-corner Road

.+mherst Junction, Wisconsin 54407

Dear Mr. Shulfer:

,4n in~estigation conducted b>- our in~-estimators at your da.ig operation located at

.Amherst Junction, WI, on November 30, _2000”, confirmed that you offered an

anim’al for slaughter as food in ~-iolation of Sections 402(a) (2)( C-)(ii) ancl 402(:t)(4) of

the Federal Food. Drug, and Cosmetic .\ct (the .\ct].

On or about JulJ’ 12, 2000, you sold a bob [real calf identified \\-ith back tag

number 35 NIM 1072 for slaughter as human food at /fi ‘vV’L +~V’V%’-

,’~. I/lw q,’> v This calf \vas slaughtered at ‘~,,>+ ‘~q/’wvw/L’’\,L,L L. s .
Dep.vtment of .+grlculture (USDAJ anal}-sis of tissue samples collected from that

animal identified the presence of 4.41 parts per million (ppm) gentamicin in the

li~-er anti 210.74 ppm gentarnicin in the kdne}-. ,+ tolerance for gentarnicin in the

uncooked edible tissue of ve.a.l has not been established, therefore. no residue is

permitted. The presence of this drug in edible tissue from this animal causes the

food to be adulterated. A food is adulterated \x-ithin the meaning of Section

~O~(2~)(2)(C)(ii) of the Act if it contains a ne~v animal drug that 1s unsafe tl-ithin the

meaning of Section 512 of the .Act.

.~ food is also adulterated t~-ithin the meaning of Section 402(ti)(4) of the .+ct “if it
has been prepared, packed, or held under insanitan- conciitions.. .~vhereb~- lt ma>-

ha~”e been rendered injurious to health. ” As it applied in this case, ‘Glnsanltar>-
conditions” means that you hold animals which are ultimately’ offered. for sale for

slaughter as food under conditions which are so inadequate that medicated
animals bearing possible harmful drug residues are likely to enter the food suppl}

For example, our investigators noted the follo~wng:
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1.

2.

3.

4.

5.

You lack an adequate system for determining the medication status of
animals you offer for slaughter.

You lack an adequate system for assuring that animals to which you
administer medication have been withheld from slaughter for appropriate
periods of time to deplete potentially hazardous residues of drugs.

You lack an adequate system for assuring animals have been treated only
with drugs which have been approved for use in their species or class.

YOU lack an adequate s:-stem for assuring that drugs are used in a m~ner

not contrq to the directions contained in their labeling.

You lack an adequate in\-entoW system for determining the quw.tities of

drugs used to medicate your cotvs and cal~es.

In addition, you should also notify ~~@\ you are treating your animals
with cephapirin benzathine, the active drug in -W and neomycin. Milk
should be discarded for 72 hours after cal~ing and the meat should be withheld “
from slaughter for 42 days if the animal has been treated with cephapirin
benzathine. No time has been established for discarding milk from animals treated
\vith neomycin.

The abo~-e is not intended to be an all-inclusil-e list of ~-ioiations. ,4s a prodllcer of

animals offered for use as food, you are responsible for ensuring that y-our o~-erall

operation and the foods you distribute are in compliance \\ith the lav; .

You should take prompt action to correct the abo~-e \-iolations and to establish

procedures whereby such violations do not recur. Failure to do so ma~- result in

reg~laton action without further notice such as seizure and/or injunction.

It is not necessary for jrou to personally ship an adulterated animal in interstate

commerce to be responsible for a ~-iolation of the Federal FOOC1, Drtlg, anti Cosmetic

.Act. The fact that you caused the adulteration of an animal that [1’as sold ~n~

subsequently offered for sale to a slaughterhouse that ships in interstate commerce

is sufficient to hold you responsible for a violation of the .\ct.

You should notify this office in writing \vithin 15 \vorking days of the steps y-ou
ha~’e taken to bring your firm into compliance with the la~v. Your response should

Include each step being taken, that has been taken, or will be taken to correct the

violations and pre~.ent their recurrence. If corrective action cannot be completed

within 15 working days, state the reason for the delay and the time frame within

which the corrections will be completed. Please include copies of any available

documentation demonstrating that corrections have been made.
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Your reply should be directed to Compliance Officer Timothy G. Philips at the
address on the letterhead.

Sincerely,

~ Director
Minneapolis District

Ste~-e Steinhoff

Wisconsin Department of .~griculture.

Trade and Consumer Protection
zs 11 ,~griculture Dri~-e, P.O. BOX 8911

kladison, W1 53708-8911


